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A. Patient information

1. X Adveree svent and/or
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Product problem (e.g.. defects/malfunctions)

Individua) Safet
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C. Suspect medication(s)
1. Name {give lsbeled strength & mirflabeler, if known)

#1 acetaminophen chewable tablets
#2

2. B;u, fraquency & rauts used 3. Therapy dates (if unknown, give duration)

from/to {or best estimats)

#1 #7as recommended”, po L unknosn dates or duration

Z. Outoames sitributed %0 adverse event

{check all that apply)

#2 : #2

() dmsbiley 4. Diagnesis for ues (indication) . Event abated after use
() desth (moideyiyr) € ) congenitsl anomely #1 stomach cramps Stopped or dose reduced
( ) o-threatening ¢ ) required intervention to 1 () Yes ( ) No (X) N/
(x)  hosphtatzation - ineial or prolonged Perrarert impeiretidanege 2
C) other 8. Lot # (if knawn) 7. Exp. date (f known] |[#2 ¢ ) Yes ( ) No ( ) N/
3. Dats of event 4. Date of this repert #1 Unknown F7 Unknown B, Evert resppaared sfier
\mo/deyivr) {moidey/yr) 02/13/98 2 1 " reimroduation
G. Describe avent o problem Hmcl-mmmmumwmkr ; € ) Yes ( ) No (X) N/
Report of LIVER DAMAGE, ENCEPHALOPATHY and PANCREATITIS in a - - ) #2 () Yes () No C ) N/
8 yo male w/ suspected child sbuse. According to police 10. Concomitant medical products and therapy dates {exclude traatment of evert)
investigator, the parents had given acetaminophen chewable DIMETAPP®
tablets and DIMETAPP 7as recommended”; durstion was unknown.
Reportedly the child was taken to the ER by parents because
he had been experiencing stomach cramps & flu-like symptoms
for over one month. The patient was transferred to 2nd (G AUmanufacturers
hospital for care. MD diagnosed patient ,‘,.“,.,,'mphm 1. Contact office - neme/address (& mfring site for devices) |2. Phone number
toxicity (OVERDOSE) based on an acetsminophen level of Mceil Consumer Products Company 215-233-7820
77.7 mcg/ml drawn 15 hrs after uhit:ipn to 2nd hospital. Nedical Affairs 3. Meport sowce
Pt was transferred to ICU & further diagnosed w/ 7050 Cemp Hilt Road {check all that apply
pancreatitis, encephalopathy and 30X of Liver cells were Ft. Washington, PA 19034 ( ) foreign
destroyed. Reportedly treatment was mostly unknown to () study
reporter except that pt was put in a barbiturate coma. On ( ) litersture
2/12/98, pt was weaned off barbiturates and removed from ( ) consumer
liver transplant List and continues to improve. besith
'4—.-0010 r":ﬂdvod bvm-uufmmré. ( ) professional
02/13/98 {A) NDA » 17’-552 { ) user facility
6. IND, protacol # IND #
PLA # () representative
8. Rel tests/lab y data, including dates pre-1938 ( ) Yes ( ) distributor
15 hours post admission acetaminophen levels77.7 mcg/ml and I7 Type of report (x) other:
the following day acetaminophen level=2 mcg/ml (check all that spply} g;stlct (X) Yes Police
() Bday (X)16-day 8. Adversa event termis)
€ ) 10-day ( )pericdic
(X) MWitia) ( )follow-up # OVERDOSE LIVER DAMAGE
B Wr report marber ENCEPHALOPATHY  PANCREATITIS
7. Other relevant history, including preexisting medical conaitions (e.g.. allergios, 09335724
race, pregnancy, smoking and sicohol use, hepatic/renal dvsfunction, etc.) eporte
hx of attention deficit disorder and one prior incident of 1. Name, address & phone #
child abuse R -
2. Health professionsl? [3. Gcoupat 4. Initial reporter aiso
sent report to FDA
Submission of a report does not constitute an
m admission thet medical personnel, user facility, € ) Yes (X) Mo police investig () Yes ( ) No (X) Unk
distributor, manufacturer or product caused or
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